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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group 3, Claims 9-1 1 and 14-17, and the polypeptide of 
SEQ ID NO: 130, in the reply filed on 1/23/2008 is acknowledged. Because applicant 
did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). 

The requirement is still deemed proper and is therefore made FINAL. 

Status of Application, Amendments and/or Claims 
Claims 1-28 are pending. 

Claims 1-8, 12-13 and 18-28 are withdrawn from further consideration as being 
drawn to nonelected inventions. 

Claims 9-11 and 14-17 are examined to the extent they read on the elected 
invention (i.e., the polypeptide of SEQ ID NO: 130). 

Information Disclosure Statement 
The Information Disclosure Statements (IDSs) submitted on 8/30/05, 5/1 1/06 and 
3/30/2007 have been considered. The crossed out references of 3/30/07 IDS are 
duplicate of references which have already been considered (see the IDS of 5/1 1/2006). 
Specification 

The disclosure is objected to because of the following informalities: 
The disclosure is objected to because it contains numerous embedded 
hyperlinks and/or other form of browser-executable code. See for example, page 23, 
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line 22 and page 26, line 1. Applicant is required to delete the embedded hyperlinks 
and/or other form of browser-executable code. See MPEP § 608.01 . 

Claim Objections 

Claim 9 is objected for reciting non-elected inventions (i.e., Figures 1-129 and 
131-209). The Examiner suggests that syntax of claim 9 can be improved by amending 
the claim to replace "shown in Figures 1-209" with "of SEQ ID NO: 130" 

Claims 10 and 1 1 are objected for directly or indirectly depending from an 
objected claim (i.e., claim 9). 

Claims 14, 16 and 17 are objected for reciting non-elected inventions (i.e., 
agonist, antagonist or antibody). 

Claim 15 is objected for directly depending from an objected claim 14. 
Appropriate correction is required. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 



Application/Control Number: 10/533,401 
Art Unit: 1647 



Page 4 



Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 9-1 1 and 14-17 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 9-1 1 and 14-17 
of copending Application No. US 11/536,614. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the subject matter 
claimed in the instant application is drawn to an isolated polypeptide having at least 
80% amino acid sequence identity to an amino acid sequence of the polypeptide shown 
in Figures 130 (SEQ ID NO: 130), a chimeric polypeptide comprising a polypeptide 
according to claim 9 fused to a heterologous amino acid sequence, wherein said 
heterologous amino acid sequence is an epitope tag sequence or an Fc region of an 
immunoglobulin, a composition comprising a polypeptide of claim 9 in combination with 
a carrier, wherein said carrier is a pharmaceutically acceptable carrier, a composition 
comprising a therapeutically effective amount of the same and an article(kit) comprising 
a container, a label on said container and a composition comprising the same, whereas 
claims 9-11 and 14-17 of US 1 1/536,614 are broadly drawn to an isolated polypeptide 

shown in Figure 2 (SEQ ID NO: 2), shown in Figure 4 (SEQ ID NO: 4), , shown in 

Figure 130 (SEQ ID NO: 13), a chimeric polypeptide comprising a polypeptide 
according to claim 9 fused to a heterologous amino acid sequence, wherein said 
heterologous amino acid sequence is an epitope tag sequence or an Fc region of an 
immunoglobulin, a composition comprising a polypeptide of claim 9 in combination with 
a carrier, wherein said carrier is a pharmaceutically acceptable carrier, a composition 
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comprising a therapeutically effective amount of the same and an article(kit) comprising 
a container, a label on said container and a composition comprising the same. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 101 and 35 USC § 112 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and requirements 
of this title. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 9-11 and 14-17 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a credible, specific and substantial asserted utility or 
a well established utility. Novel biological molecules lack well established utility and 
must undergo extensive experimentation. 

The instant claims are drawn to an isolated polypeptide having at least 80% 
amino acid sequence identity to an amino acid sequence of the polypeptide shown in 
Figures 130 (SEQ ID NO: 130), a chimeric polypeptide comprising a polypeptide 
according to claim 9 fused to a heterologous amino acid sequence, wherein said 
heterologous amino acid sequence is an epitope tag sequence or an Fc region of an 
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immunoglobulin, a composition comprising a polypeptide of claim 9 in combination with 
a carrier, wherein said carrier is a pharmaceutically acceptable carrier, a composition 
comprising a therapeutically effective amount of the same and an article(kit) comprising 
a container, a label on said container and a composition comprising the same. 

The specification discloses that the present invention is based on the 
identification of proteins (including agoinst and antagonist antibodies) which are a result 
of stimulation of the immune response in mammals (pg 2, lines 2-4). However, the 
instant specification does not teach any significance or functional characteristics of the 
polypeptide (SEQ ID NO: 130). The specification also does not disclose any methods 
or working examples that indicate the polypeptide of the instant invention are involved in 
any activity. There is no biological activity, expression pattern, phenotype, disease or 
condition, ligand, binding partner, or any other specific feature that is disclosed as being 
associated with the polypeptide of SEQ ID NO: 130. Without any information as to the 
specific properties of the polypeptide of SEQ ID NO: 130, the mere identification of the 
polypeptide is not sufficient to impart any particular utility to the claimed polypeptides. 
Since significant further research would be required of the skilled artisan to determine 
how the claimed polynucleotide and polypeptide are involved in any activities, the 
asserted utilities are not substantial. Since the utility is not presented in mature form 
and significant further research is required, the utility is not substantial. The 
specification asserts the following as patentable utilities for the claimed polypeptide of 
SEQ ID NO: 130: 
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1) to produce a variant polypeptide (pg 52, lines 18-38); 

2) to screen for peptides/ligands/small molecules which specifically bind the 
polypeptide (pg 66, lines 32-37 through pg 68, lines 1-9); 

3) in tissue distribution (pg 95, lines 9-12); 

4) to produce antibodies against the polypeptide (pg 68, lines 30-40 through pg 
75, line 1); 

5) as a therapeutic agent (pg 75, lines 1-37 through pg 76, lines 1-18) and 

6) in diagnosis and prognosis of immune related diseases (page 80, lines12-34). 

Each of these shall be addressed in turn. 

1) to produce a variant polypeptide. This asserted utility is not specific or 
substantial. Since the same assays can be performed with any polypeptide, the 
asserted utility is not specific to the claimed polypeptide of SEQ ID NO: 130. 
Furthermore, since the specification does not disclose how the polypeptide of SEQ ID 
NO: 130 variants can be used, significant further research would be required of the 
skilled artisan to determine how to use the claimed polypeptide variants. Since the 
asserted utility is not present in a ready to use, real-world application, the asserted utility 
is not substantial. 

2) to screen for peptides/ligands/small molecules which specifically bind the 
polypeptide. This asserted utility is not specific or substantial. Since such assays can 
be performed with any polypeptide, the asserted utility is not specific to the claimed 
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polypeptide of SEQ ID NO: 130. Additionally, the specification discloses nothing 
specific or substantial for the proteins or other binding partners that can be identified by 
this method. This would constitute further research to determine the properties of the 
polypeptide, which clearly is of the type of experimentation that does not meet the 
requirements of 35 USC § 1 01 . 

3) in tissue distribution. This asserted utility is not specific or substantial. With 
the exception of a few housekeeping genes, all naturally occurring polypeptides have a 
tissue specific pattern of expression, and thus virtually any naturally occurring 
polypeptide can be used in tissue typing. Thus, the asserted utility is not specific to the 
polypeptide of SEQ ID NO: 130. 

4) to produce antibodies against the polypeptide. This asserted utility is not 
specific or substantial. Since antibodies can be made to any polypeptide, the asserted 
utility is not specific to the claimed polypeptide of SEQ ID NO: 130 antibodies. 
Furthermore, since the specification does not disclose how polypeptide of SEQ ID NO: 
130 or antibodies that bind it can be used, significant further research would be required 
of the skilled artisan to determine how to use the claimed polypeptide or antibodies that 
bind it. Since the asserted utility is not presented in a ready to use, real-world 
application, the asserted utility is not substantial. 

5) as a therapeutic agent. This asserted utility is not specific or substantial. The 
specification discloses that because the nucleic acid sequence of SEQ ID NO: 129 that 
encodes for the polypeptide of SEQ ID NO: 130 is isolated from immune cells, the 
polypeptide can be used to treat many immunological diseases (more than 100 
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diseases) which are listed on page 76, lines 25-40 through page 78, lines 1-39. Since 
the asserted utility is not presented in a ready to use, real-world application, the 
asserted utility is not substantial. 

6) in diagnosis and prognosis of immune related diseases. This asserted utility 
is not specific or substantial. The specification does not disclose any such disease 
where the polypeptide of SEQ ID NO: 130 is produced at a low or high level and that 
using an antibody to detect the same could be used for prognosis or diagnosis 
purposes. The specification only states that an antibody against a polypeptide could be 
used to detect the same as diagnostics or prognostics (page 80, linesl 3-1 8). Since 
antibodies can be made to any polypeptide and use to detect the same, the asserted 
utility is not specific to the claimed polypeptide of SEQ ID NO: 130 antibodies. Because 
the asserted utility is not presented in a ready to use, real-world application, the 
asserted utility is not substantial. 

Claims 9-11 and 14-17 are also rejected under 35 U.S.C. 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility for the reasons set forth above, 
one skilled in the art clearly would not know how to use the claimed invention. 

However, even if the claimed invention is eventually deemed to have a credible, 
specific and substantial asserted utility or a well established utility, claims 9-11 and 14- 
17 would remain rejected under 35 U.S.C. § 112, first paragraph. 



Application/Control Number: 10/533,401 
Art Unit: 1647 



Page 10 



In In re Wands, 8USPQ2d, 1400 (CAFC 1988) page 1404, the factors to be 
considered in determining whether a disclosure would require undue experimentation 
include: (1) Nature of the invention, (2) the state of the prior art, (3) the predictability or 
lack thereof in the art, (4) the amount of direction or guidance present, (5) the presence 
or absence of working examples, (6) the breath of the claims, (7) the quantity of 
experimentation needed, (8) relative skill of those in the art. 

The instant disclosure fails to meet the enablement requirement for the following 

reasons: 

The amount of direction and guidance present and the presence or absence of 
working examples: The specification teaches that the term '"PRO/number polypeptide' 
and 'PRO/number' wherein the term 'number' is provided as an actual numerical 
designation as used herein encompass native sequence polypeptides and polypeptide 
variants (pg 20, lines 12-14). The specification on page 16 discloses that the 
polypeptide of SEQ ID NO: 130 is encoded by nucleic acid sequence of the SEQ ID NO: 
129 or PR06492 cDNA. The PR06492 polypeptides described herein may be isolated 
from a variety of sources, such as from human tissue types or from another source, or 
prepared by recombinant or synthetic methods (pg 20, lines 14-16). The specification 
discloses that a PRO polypeptide variant is defined as an active PRO polypeptide 
having at least about 80% amino acid sequence identity with a full-length native 
sequence PRO polypeptide sequence (pg 21, lines 18-25). However, the specification 
does not teach any variant, fragment, or derivative of the PR06492 polypeptide other 
than the full-length amino acid sequence of SEQ ID NO: 130. Additionally, the 
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specification as filed fails to disclose any functional assay to evaluate a well established 
functional activity of the instant polypeptide. 

The state of the prior art and the predictability or lack thereof in the art. The 

problem of predicting protein and DNA structure from sequence data and in turn utilizing 
predicted structural determinations to ascertain functional aspects of the protein and 
DNA is extremely complex. While it is known that many amino acid substitutions are 
generally possible in any given protein the positions within the protein's sequence where 
such amino acid substitutions can be made with a reasonable expectation of success 
are limited. Certain positions in the sequence are critical to the protein's 
structure/function relationship, e.g. such as various sites or regions directly involved in 
binding, activity and in providing the correct three-dimensional spatial orientation of 
binding and active sites. These or other regions may also be critical determinants of 
antigenicity. These regions can tolerate only relatively conservative substitutions or no 
substitutions (see Wells, 1990, Biochemistry 29:8509-8517; Ngo et al., 1994, The 
Protein Folding Problem and Tertiary Structure Prediction, pp. 492-495). However, 
Applicant has provided little or no guidance beyond the mere presentation of sequence 
data to enable one of ordinary skill in the art to determine, without undue 
experimentation, the positions in the DNA and protein which are tolerant to change (e.g. 
such as by amino acid substitutions or deletions), and the nature and extent of changes 
that can be made in these positions. Even if an active or binding site were identified in 
the specification, they may not be sufficient, as the ordinary artisan would immediately 
recognize that an active or binding site must assume the proper three-dimensional 
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configuration to be active, which conformation is dependent upon surrounding residues; 
therefore substitution of non-essential residues can often destroy activity. The art 
recognizes that function cannot be predicted from structure alone (Bork, 2000, Genome 
Research 10:398-400; Skolnick et al., 2000, Trends in Biotech. 18(1):34-39, especially 
p. 36 at Box 2; Doerks et al., 1998, Trends in Genetics 14:248-250; Smith et al., 1997, 
Nature Biotechnology 15:1222-1223; Brenner, 1999, Trends in Genetics 15:132-133; 
Bork et al., 1996, Trends in Genetics 12:425-427). 

The breadth of the claims and the quantity of experimentation needed: Due to the 

large quantity of experimentation necessary to generate the infinite number of 
derivatives recited in the claims and possibly screen same for activity, the lack of 
direction/guidance presented in the specification regarding which structural features are 
required in order to provide activity, the absence of any teaching of extracellular protein 
structure requirements in context to the polypeptide of SEQ ID NO: 130, the absence of 
working examples directed to same, the complex nature of the invention, the state of the 
prior art which establishes the unpredictability of the effects of mutation on protein 
structure and function, and the breadth of the claims which fail to recite any structural or 
functional limitations, undue experimentation would be required of the skilled artisan to 
make and/or use the claimed invention in its full scope. 

Claims 9-11 and 14-17 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
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to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

The written description in this case only sets forth a polypeptide of SEQ ID NO: 
130, and therefore the written description is not commensurate in scope with "any 
polypeptide having at least 80% sequence identity to the polypeptide of SEQ ID NO: 
130." 

The instant claims are directed to an isolated polypeptide having at least 80% 
amino acid sequence identity to the amino acid sequence of the polypeptide shown in 
Figure 130 (SEQ ID NO: 130), a chimeric polypeptide comprising a polypeptide 
according to claim 9 fused to a heterologous amino acid sequence, wherein said 
heterologous amino acid sequence is an epitope tag sequence or an Fc region of an 
immunoglobulin, a composition comprising a polypeptide of claim 9 in combination with 
a carrier, wherein said carrier is a pharmaceutically acceptable carrier, a composition 
comprising a therapeutically effective amount of the same and an article(kit) comprising 
a container, a label on said container and a composition comprising the same. The 
claims do not require that the polypeptide possess any particular biological activity, nor 
any particular conserved structure, or other disclosed distinguishing feature. Thus, the 
claims are drawn to a genus of polypeptides that is defined only by sequence identity. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of compete or partial 
structure, physical and/or chemical properties, functional characteristics, 
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structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present in the claim is a partial 
structure in the form of a recitation of percent identity. There is not even identification of 
any particular portion of the structure that must be conserved. Accordingly, in the 
absence of sufficient recitation of distinguishing identifying characteristics, the 
specification does not provide adequate written description of the claimed genus. 

Additionally, the description of one polynucleotide species (SEQ ID NO: 129) and 
one polypeptide species (SEQ ID NO: 130) is not adequate written description of an 
entire genus of functionally equivalent polypeptides which incorporate all variants with at 
least 80% sequence identity to the polypeptide comprising the amino acid sequence of 
SEQ ID NO: 130. 

Vas-Cath Inc. v. Mahurkar , 19USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed" (See page 1117). The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed" (See Vas-Cath at page 1116). 

With the exception of the sequences referred to above, the skilled artisan cannot 
envision the detailed chemical structure of the encompassed polypeptides, and 
therefore conception is not achieved until reduction to practice has occurred, regardless 
of the complexity or simplicity of the method of isolation. Adequate written description 
requires more than a mere statement that it is part of the invention and reference to a 
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potential method of isolating it. The polypeptide itself is required. See Fiers v. Revel , 
25 USPQ2d 1601 at 1606 (CAFC 1993) and Amqen Inc. v. Chuqai Pharmaceutical Co. 
Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird , 30 
USPQ2d 1481 at 1483. In Fiddes , claims directed to mammalian FGF's were found to 
be unpatentable due to lack of written description for that broad class. The specification 
provided only the bovine sequence. 

Therefore, only an isolated polypeptide consisting of the amino acid sequence of 
SEQ ID NO: 130, but not the full breadth of the claim meets the written description 
provision of 35 U.S.C. §112, first paragraph. Applicant is reminded that Vas-Cath 
makes clear that the written description provision of 35 U.S.C. §112 is severable from 
its enablement provision (see page 1115). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 9-11 and 14-16 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Lai et al (US Pub. No. 2003/0143686 published on 7/31/03 which is a continuation of 
Application PCT/US01/30424 filed on 9/28/2001). 

The instant claims are drawn to an isolated polypeptide having at least 80% 
amino acid sequence identity to the amino acid sequence of the polypeptide shown in 
Figure 130 (SEQ ID NO: 130), a chimeric polypeptide comprising a polypeptide 
according to claim 9 fused to a heterologous amino acid sequence, wherein said 
heterologous amino acid sequence is an epitope tag sequence or an Fc region of an 
immunoglobulin, a composition comprising a polypeptide of claim 9 in combination with 
a carrier, wherein said carrier is a pharmaceutically acceptable carrier, and a 
composition comprising a therapeutically effective amount of the same. 

Lat et al teach a polypeptide of SEQ ID NO: 3 which is 424 amino acids in length 
wherein amino acid residues 1-424 are 100% identical to the amino acids 1-424 of the 
polypeptide of SEQ ID NO: 130 of the instant invention (see - attached sequence 
alignment). Lat et al teach making a chimeric protein containing a heterologous moiety 
that can be recognized by an antibody to facilitate screening of peptide library or to 
facilitate protein purification [0184]. Lat et al teach using a number of epitopes such as 
GST, 6-His, FLAG, c-myc and hemagglutinin (HA) that can be recognized by an 
antibody [0184]. Lai et al teach a pharmaceutical composition comprising a substantially 
purified protein in conjunction with a suitable pharmaceutical carrier [0197]. Lai et al 
teach that a suitable composition comprising the active ingredients in effective amount 
to achieve the intended purpose and they teach that the determination of an effective 
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amount is well within the capability of one of the skill in the art. Thus, the cited art of 
record clearly anticipates the invention as claimed. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lai et al 
((US Pub. No. 2003-/0143686) as applied to claims 9-11 and 14-16 above, and further 
in view of Gurney et al (US Pub. No. 2002/0123091). 

The instant claim is further drawn to an article of manufacture (Kit) comprising a 
container, a label on said container and a polypeptide having at least 80% sequence 
identity to the polypeptide of SEQ ID NO: 130. 

The teachings of Lai et al are summarized as set forth supra. Even though Lai et 
al teach an identical polypeptide to the instantly claimed polyeptide and a 
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pharmaceutical composition comprising the same, Lai et al do not teach a kit comprising 
a container, a label and a composition comprising a polypeptide of Claim 9. 

Gurney et al do teach a container, a label affixed to said container, or a package 
insert included in said container referring to the use of a polypeptide ([0049] and claim 
2). 

Therefore, have been prima facie obvious to the person of ordinary skill in the art 
at the time the invention was made to manufacture a kit comprising a container, a label 
on said container and a composition of the polypeptide of claim 9 as taught by Gurney 
et al. The person of ordinary skill in the art would have been motivated do so to 
manufacture a kit for treating a polypeptide of SEQ ID NO: 9 associated disease as 
taught by Gurney et al. One would have a reasonable expectation of success in 
manufacturing a kit comprising a container, a label on said container and a composition 
comprising a polypeptide of claim 9 because Gurney et al teach making a kit ,and 
because making a kit is routine in the art. 

Conclusion 

No Claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GYAN CHANDRA whose telephone number is 
(571)272-2922. The examiner can normally be reached on 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol can be reached on (571 ) 272-0835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Gyan Chandra 
Art Unit 1646 
17 March 2008 
Fax: 571-273-2922 

/Robert Landsman/ 
Primary Examiner, Art Unit 1647 



